AEKJIAPAIIUSI O COOTBETCTBUU

AEKJTAPAHT, IPHHUMATOIIHA AEKJAPAITHIO O COOTBETCTBUU

AO "TharcoCyumKnnin Tpetiounz"

Ceedenus o peaucmpayuu opzanuzayuu: Meaicpaiionnas urcnexyus Qedepansuoii nanozoeodi cayarctor Ne 46 no
2 Mocxee 01.01.2008, OF'PH 1027739011 486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2 Mocxsa, Jenunepaoeruii npocnexm, 9. 3 74, xopnye 4, smadic 3, nom. X V. kommama 1.
Tenegpon:8(495)777-89-00.

B auye: Fenepanvuoii oupexmop Buwnuyuii HA.

Hosepennoe nuyo: Kysneyos A.A., dosepentocms 60-13, 09.2018 om 13.09.2018 .

3ASIBJISIET, UTO

Aexapemeernoe cpedemeo: Cepemud Mynomuoucx, nopowox ons unzanayuti dosupoeanuviii 50 mxz+100
MK2/doza 60 dos, uHzaramopwl co cmpunamu (1), nauxy Kkapmounste, PY Ne I1 N0O11630/01 om 10.06.2010
(0ama samenst 05.02.2018) avidano 340 "TharcoCmumKnsiin Tpeiiounz ", cepun B88S, napmus 7367 ynakosox,
200en do 29.08.2020, npoussoocmea Inarxco Baanxonm Ilpodaxuen, Opanyus, Glaxo Wellcome Production,
Zone Industrielle No. 2, 23 rue Lavoisier; 27000 Evreusx, France, koo OKII/I2 21.20.] 0.254, ko0 TH B3]
3004320009, Hucmpubviomop. coznauenue 6/ om 01.01.2013, uneoiic Ne 4205239076 om 19.11.2018

COOTBETCTBYET TPEEOBAHHSIM

[IN011630/01-050218

AEKJIAPAITUS IPHHSITA HA OCHOBAHHHU

npomoxon ucneimanuit Ne 7363m om 28.11.2018 HJT 000 HI] "APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC FR.®MO08.C28659 om 29.11.2018

HATA Wﬂﬂ AEKJTAPAITAH 30.11.2018
CIRg

BEKIAPANM S IE N CTBUTE L HA JIO 29,08.2020
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CBEHW O PETUCTPALIUU

OPT'AH 11O CEPTHOUKAIIHA, 3APETHCTPUPOBABUIHI AEKJIAPAITUIO

RA.RU. 11 ®MO8 OPTAH ITO CEPTHOHKALIHH ITPOJT VKIJHH OBIECTBO C OI'PAHHYEHHOF
OTBETCTBEHHOCTAIO "OKPVIKHO HEHTP KOHTPOJIA KAYECTBA "

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmeproea, 0. 4, om. 5, nom. I, kom. 1, adpec opeara no
cepmupurayuu: 115280, POCCHA, 2opod Mockea, yn. Macmepxosa, 0. 4, sm. 3., men.;(495)788-02-88, seb-
caim: oyxx.pgh.

AEKJIAPALL OOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU A-FR.®M08.4.08692/18
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Issued by: / Boipaso @

GlaxoWelicome Production / Mnakco Bannkom Mpogaxkitex

ZI N°2, 23 Rue Lavoisier / 3oxa UHaycTpuans Ne 2i0 Pio Nasyasse
F-27091 EVREUX/3BPO

France  ®PAHLIMA

Tel: | Ten+ 33(0) 232235500 Fax: / ®axc+33(0) 232235529

Certificate of Analysis
Ceprudpuxar aHanuaa
Certificate Date Certificate Number
[fara swigaun ceprucpukara  Homep ceptudukarta
14- NOV-2018 3000479300
14- HoRGpL-2018 Page Crpanuua 1of a2
Material Description: SERETIDE DISKUS 50/100MCG 1X60 RU/T
Onucanue marepuana: Cepetua® MynbTuamuck, Nopowwok Ans UHranaLuii
AoavposanHbii, 50 mir +100 mir/zosa (60 aos)
Material Number: 60000000010507
Homep marepuana: 60000000010507
Package size / type: 1 diskus/carton
YnaxkoBka: 1 uHransTop/nayka xapToHHan
Marketing Authorization Number: NO11630/01
Homep perucrpauuonrHoro yaoctosepenus: NO11630/01
Manufacturing Authorisation Number: M 16/198
INuuensun npoussoauTens: M 16/198

Regulatory Statement:
PerynsiTtopHoe noaTsepxaeHue :

Manufacturer's GMP Certificate Number: HPF/FR/184/2017
Homep GMP ceptucburara npouasoaurens: HPF/FR/184/2017

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufaclured, including packaging/labelling and qualily control in full compliance with the GMP requirements of
the local Regulatory Authority and the specifications in the Markeling Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP and
has been released by a Qualified Person.

HacTosawm noateepiaaeM, 4Te WHGOPMAUMA, NPEACTEBNEHHAA B AaHHOM cepTudbukaTte, ABMAAETCH
AocToBEepHOW W TouHOW. [laHHan cepus npoaykra Ooina npowssegexa, BKMOYas OnNepauly No ynakoske /
M2pKUPOBKE U KOHTPONb KAYECTEE, B NONHOM COOTBETCTBIM C NoKanbHbiMU TpeGosannamMu GMP 1 TpeSosaHuamMu
crielmuKaLM  PerdcTPauUMoHHOIO YAOCTOBEpPEeHWS CTpaHbl  HasHaudeWus. 3anucy, oTHocswwecs K
fIPOM3BOACTBEHHOMY NPOLIECCY, YNAKOBKE W TECTUPOBaHWio cepuw, ObinNy¥ NpOBEpeHbl WU COOTBETCTBYIOT
Tpebosanuam GMP, cepus Geina BeinyleHa YNONHOMOUYEHHBIM NULIOM,.

Batch N°: B88S EXPIRY DATE: 29 08 2020
Cepus Ne : BB8S Mogex go 29 08 2020
Manufacturing date: 30-AUG-2018

Hara narotoenenun.: 30- asrycT-2018

importing Country: Russia
WmnopTupyiowasn ctpana: Poccus



Issued by: / Beigano :

GlaxoWellcome Production / Iakco Bannkom Mpogaxwen

ZI N°2, 23 Rue Lavoisier / 3ona Wnaycrpuane Ne 210 Pio Nlasyasse
F-27091 EVREUX/3BPO

France / @PAHLIMA

Tel: / Ten+ 33(0) 232235500 Fax: !/ dakc+33(0) 232235529
Certificate of Analysis
Ceprudpukar aHanuaa
Certificate Date

Mara Brigayn ceprudbukara

14- NOV-2018
14- HoABPL-2018

Certificate Number
Homep ceprudmkara

3000479300
Page Crpanuua 2 of uz 2

Material Description:
Onucanue maTepuana:

SERETIDE DISKUS 50/100MCG 1X60 RU/T
Cepetia® MynsTuauck, NOpoLLOK ANs MHransumi

AocsuposanHtii, 50 mkr +100 mkr/aosa (60 Aos)

60000000010507
60000000010507
1 diskus/carton

Material Number;
Homep mMatepuana:
Package size / type:
YnakoBka: 1 nHranaTop/navuka kapToHHas
Marketing Authorization Number: NO11630/01

Homep perucTpayuonHore yoocTosepenus: NO11630/01

Manufacturing Authorisation Number: M 16/198

TuieHaun npoussoauTens: M 16/198

, Specification Results .
Description Mokasarens Creumdukauus PoaynsTeTes
DESCRIPTION COMPLIES COMPLIES
Onucatue COOTBETCTBYET Cootsetcrayer
ottt v ansrosre s S P || CUPLES | SOMPLES
b efc?ﬁam Yoo o GREMETOD Gy TPy COOTBETCTBYET Cootpercrayer
IDENTIFICATION OF SALMETEROL AND FLUTICASONE PROFIONATE BY
HPLC COMPLIES COMPLIES
OnpeaeneHne noanuHHOCTY canmeTepona 4 (hnyTukasoHa nponucHara cooTBeTCTBYET Coorsertcrayer
meToaom BIMX
CONTENT OF SALMETEROL 97.5-107.5% 100.7
KonuyectseHHoe onpegenenne canmetepona 97,6-1075% 100.7
CONTENT OF FLUTICASONE PROPIONATE 96.0-107.5 % 102.0
KomuuecTeenHoe onpegenexie thnyTUKa3oHa nponuoHaTa 96,0 - 107,5% 102.0
FINE PARTICLE MASS SALMETEROL 8 - 15 pgibls 11
PecnupabensHan dpakuun canmeTepona 8 - 15 MKr/aveiika 11
FINE PARTICLE MASS FLUTICASONE PROPIONATE 15 — 30 pgtbls 24
Pecnupabeneshan dgppakyun ¢hnyTukasoHa nponvonara 16 — 30 mr/aveiika | 24
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OnHOPOAHOCTL AoCTABNAEMOI AosbifcanmeTepon COOTBETCTBYET Cootaetcrayer
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE COMPLIES COMPLIES
OaxopoaHecTs gocrasnaemol Rosbl/thnyTrkasoHa nponuoxara COOTBETCTRYET COOTBETCTRYET
Signature
Moanucs
Name Delphine ROUCHEZ
Qualified Person . 5
YnonHomoveHHoe o Qoline *"i*'j"”[ Date of batch release  12-NOV-2018
nuyo /A_',,,fu wo— Aara soinycka cepuu 12- HoROpL-2018
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